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US EPA Office of Pollution Prevention and Toxics
EPA East Building Room 6428
Attn: Section 8(e) C
1201 Constitution Avenue, NW
Washington, DC 20004-

Cc: Polymer Chemicals by S32 r 111111 11 Ni

Pergan GmbH 88 3 00 00 009 CI

United Initiators GmbH & Co. KG

SUBJECT: TSCA 8(e) Notice

Re: OECD 407 28-day study with Bis(2,4-dichlorobenzoyl) peroxide (CAS#
133-14-2), paste, 50% in silicone oil

Dear TSCA Section 8(e) Coordinator:

On behalf of Akzo Nobel Polymer Chemicals LLC we are submitting preliminary results from
an OECD 407 (25-day) study on Bis(2,4-dichlorobenzol) peroxide CAS 133-14-2), paste, 50%
in silicone oil (CAS 62129-63-9; polydlimethylsiloxanes 49-51 % as the solubilizer). The study
was sponsored by Akzo Nobel Polymer Chemicals by.

Male and female (5/sex/group) Wistar HanTM:RccHanTM:WIST strain rats were dosed by oral
gavage at 0, 100, 300 and 1000 mg test item/kg/day in Arachis oil BP (vehicle).

No unscheduled death occurred. Clinical signs observed on the study were restricted to post-
dosing salivation for three males receiving 1000 mg/kg/day on one or two occasions towards
the end of the treatment period all animals. Functional observations did not reveal any
obvious effects of treatment with meaningful dose relationship.
Lower mean body weight gain and food consumption were seen in females (week 1). Lower
mean body weight gain in males (week 4) had little impact on overall body weight gain. At
1000 mg/kg bw/day, water consumption was higher than control throughout most of the study.

Hematology: Although for males at all dosages, mean cell hemoglobin concentration was
lower than control, there was neither a dosage relationship nor were other statistically
significant differences for other erythrocyte parameters. For females at all dosages,
prothrom bin times were longer than control but there was no consistent dosage relationship.
For males at 1000 mg/kg bw/day higher mean platelet count was statistically significant
compared to control.

Clinical chemistry: At 1000 mg/kg bw/day, higher alanine aminotransferase and alkaline
phosphatase levels for both sexes attained statistical significance when compared with
control. Higher albumin/globulin ratio (and chloride levels) were significantly higher than
control at 1000 (both sexes) and 300 (males) mg/kg bw/day, but the higher ratios were
unaccompanied by significant differences from control for total protein or albumin levels. At all
dosage, levels of total bilirubin, blood urea (but no dosage relationship) and total cholesterol
(not at 100 mg/kg bw/day) were lower than control in males.
Necropsy: No macroscopic abnormalities were apparent at terminal necropsy. At 1000
mg/kg bw/day, increased absolute and body weight relative liver weights for both sexes
attained statistical significance compared with control. For males at 1000 mg/kg bw/day,
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higher absolute and body weight relative kidney weights and lower spleen and
prostate/seminal vesicle weights attained statistical significance compared with control. For
females at 300 mg/kg bw/day and both sexes at 1000 mg/kg bw/day, higher absolute and
body weight relative spleen weights attained statistical significance compared with control.
For females at 300 and 1000 mg/kg bw/day, lower absolute and body weight relative uterus
weights attained statistical significance compared with control; there was no dosage
relationship apparent for body weight adjusted values.

Histology: In the initial examination (control and 1000 mg/kg bw/day), the treatment-related
histomorphologic changes were observed in liver and thyroid glands of both sexes and testes
& epididymides of males. Findings in the 1000 mg/kg bw/day group are summarised below;

Liver: Cytoplasmic eosinophilic change (increased eosinophilic stainability) of hepatocytes,
located mainly in centrilobular region, was observed in both sexes. The degree of the
enlargement of hepatocytes was not so prominent. Similar findings (i.e. cytoplasmic change
with or without unequivocal enlargement) are sometimes observed in the liver of rats treated
with the lower dose of the drug-metabolizing enzyme inducers.

Thyroid glands: Hypertrophy of follicular cells was recorded in both sexes. A possible
relationship between the enhanced metabolic activity in the liver was considered.

Testes: Increased Sertoli-cell vacuolation was recorded.

Epididymides: Interstitial edema with mixed inflammatory cell infiltration as well as decreased
intraductal sperm & increased intraductal cell debris.

In summary, only minimal effects of marginal toxicological significance were noted in one or
two clinical, hematologic and chemistry parameters mostly at 1000 mg/kg/day. Histologic
changes in liver, thyroid, testes and epididymides were also noted at the high dose, 1000
mg/kg/day.

Please contact me at (312) 544-7062 if you have any questions regarding this letter.

Sincerely,

Raj Krishnaraj, DVM, MSc, PhD, DABT
Principal Regulatory Toxicology Associate
HSE Department
Akzo Nobel Services Inc.
525 W. Van Buren St.
Chicago, IL 60607-3835
http://www.akzonobel.com
E rai.krishnarak(oakzonobel.com
Phone: 312 544 7162
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After printing this label:
1. Use the 'Print' button on this page to print your label to your laser or inkjet printer.
2. Fold the printed page along the horizontal line.
3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned.

Warning: Use only the printed original label for shipping. Using a photocopy of this label for shipping purposes is fraudulent and could
result in additional billing charges, along with the cancellation of your FedEx account number
Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on fedlex corn FedEx will not be
responsible foranydcaim in excess of $100 perpackage, whetherthe resultof loss, damage, delay, non-delivery,misdelivery,or misinformation; unless
you declare a higher value, pay an additional charge, dlocumert your actual loss and file a tmely claim.Limitations foundin the current FedEx Service
Guide apply. Your right to recover from FedEx for any loss, including intrinsic value of tie package, loss of sales, income interest, profit, attorney's fees,
costs, and other forms of damage whetherdirect, incidentalconsequential, or special is limited to the greater of $100 or the authaized declared value
Recovery cannot exceed actual dlocumated loss.Maximum for items of extraordinary value is $500, e g. ewelry, precious metals, negotiable
instruments and other items listed in our ServiceGuide. Written claims must be filed within strict time limits, see current FedEx Service Guide.
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